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1 . The Examiner acknowledges receipt of the amendment filed 1 0/24/08 wherein 
claims 1-31 and 36-44 were canceled and claims 32-34 were amended. In addition, the 
Examiner acknowledges receipt of the declaration filed under 37 CFR 1 .132 submitted 
10/24/08. 

Note . Claims 32-35 and 45-50 are pending. 
RESPONSE TO APPLICANT'S AMENDMENT/ARGUMENTS 

2. The Applicant's arguments and/or amendment filed 1 0/24/08 to the rejection of 
the claims made by the Examiner under 35 USC 103 and/or 112 have been fully 
considered and deemed non-persuasive for the reasons set forth below. 

Notes : It should be noted that the rejections have been somewhat modified to 
encompass all of the claims. In particular, it should be noted that the search has been 
expanded to encompass all of the biocompatible organic solvents of claim 35. The 
search was not further expanded because prior art was found which could be used to 
reject the claims when the organic solvent is cyclodextrin. 
112 First Paragraph Rejection (Scope of Enablement) 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

The rejection of claims 32-35 and 45-50 under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for cyanine dyes, does not reasonably 
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provide enablement for all photodiagnostic and phototherapeutic dyes is MAINTAINED 
for reasons of record in the office action mailed 7/24/08 and those set forth below. 

Applicant has provided a declaration supporting why the instant invention is not 
limited to any particular dye or groups of dyes. In particular, it is asserted that one of 
ordinary skill in the art would recognize that the invention reads on all fluorescent dyes 
known and it would not result in undue experimentation to determine which dyes may 
be used for a desired purpose. 

Applicant's declaration was considered and found non-persuasive as enabling 
the claims for all possible dyes. In particular, it should be noted that the instant 
invention is directed to overcoming quenching/aggregation problems of cyanine dyes. 
Thus, as disclosed by the specification, the particular, cyanine dyes of interest were 
those of Formulae 1-4. also, page 22, lines 7-24 , and page 23, lines 1-2 (specifically, 
page 22, lines 8-9) disclose that it is known in the art that generally cyanine dyes form 
aggregates in aqueous media and that the addition of a biocompatible solvent of 1-50% 
restored the fluorescence and inhibited aggregation of the dye. Hence, Applicant is 
entitled to what is set forth and supported by the specification which is not that all dyes 
that are useful for photodiagnostic and phototherapeutic purposes may be used with the 
instant invention. Instead, the instant invention is enabled and support is provided for 
cyanine dyes. Hence, it would require an unnecessary burden to determine all other 
dyes, except cyanine dyes that aggregate/quench (to the extent of that of cyanine dyes) 
and wherein a biocompatible organic solvent concentration of 1-50% would be 
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beneficial that are useful for administering to a subject for a desired purpose. Thus, the 
112, first paragraph, rejection is deemed proper. 
112 Second Paragraph Rejections 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

The rejection claims 32-35 and 45-50 under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention is MAINTAINED for reasons of record in 
the office action mailed 7/24/08 and those set forth below. 

Applicant asserts that the claims are not indefinite because the method requires 
that the dyes be administrable to a patient for photodiagnostic and phototherapeutic 
purposes and one would recognize that at least a threshold level of fluorescence is 
necessary. 

Applicant's arguments are non-persuasive because while the claims are 
applicable to cyanine dyes, it is unclear what other dyes Applicant is intending to be 
compatible with the instant invention. Specifically, review of the specification discloses 
that Applicant recognized a problem with cyanine dyes and proposes that the problem 
of aggregation/fluorescence be corrected by combining the dye with a biocompatible 
organic solvent at a concentration of 1-50% of solvent. However, the claims are not 
limited to cyanine dyes. Hence, one cannot ascertain what other dyes Applicant is 
claiming that are compatible with the instant invention. Thus, the rejection is deemed 
proper. 
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103 Rejection 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

I. The rejection over Licha et al in view of Song et al is WITHDRAWN. 
However, Licha et al may still be used to reject the claims as it relates to the 
biocompatible solvent, cyclodextrin. Thus, the rejection has been modified below. 

II. Claims 32-35 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Licha et al (US Patent No. 6,083,485). 

Licha et al disclose dyes which may be administered in vivo and radiates in the 
near infrared radiation region. The fluorescence dyes (e.g., cyanine dyes) may be used 
for various diagnostic purposes (see the entire document, especially, abstract; column 
4, lines 6-28; columns 4-5, bridging paragraph; column 6, lines 17-45; columns 6-7, 
bridging paragraph). The compounds of Licha et al are water soluble, tolerable, and 
stable in vitro and in vivo (column 8, lines 31-37). The dye mixture may be administered 
by intravenous injection and they irradiated with light (column 8, lines 42-49). In 
addition, Licha et al disclose that for cyanine dyes, increased solubility in water and the 
presences of hydrophilic groups suppress the formation of aggregates and micelles 
(column 13, lines 15-22). The dye compositions may optionally contain common 
adjuvants, diluents, electrolytes, buffers, and substances such as cyclodextrin (column 
14, lines 37-52). Thus, it would be obvious to a skilled artisan in the art to combine a 
cyanine dye with cyclodextrin and administer the compound to a subject because Licha 
et al disclose that cyclodextrin may be added to the dye. Also, the skilled artisan would 
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recognize that the cyclodextrin is added to the dye prior to being administered to a 
subject because the prior art discloses that the dye compositions may contain various 
substances (i.e., such as cyclodextrin) and the compositions may be administered 
intravenously. In addition, a skilled artisan would be motivated to optimize the 
biocompatible solvent, cyclodextrin, such that the fluorescence of the mixture when 
administered to a subject is maximized and aggregation of the dye is minimized. 
COMMENTS/NOTES 

3. It should be noted that the prior art cited above does not render all of the 
independent claims obvious because the specific solvents are neither obvious nor 
anticipated. 

4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D. L. Jones whose telephone number is (571) 272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:1 5 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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